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Thisfeacorrmumic^ 

COMMISSIONER OF PATENTS AND TRADEMARKS 

OFFICE ACTION SUMMARY 

H^Responsive to communication(s) filed on 3/^/?^ , ^/ (0 f^ 

□ This action is FINAL. 

"X / month®, or thirty days. 

A shortened statutory period for response to this acton is setto expire ' d ^ me pekod foyssponse will cause 

1.136(a). 

Disposition of Claims 

^ It -nlT i s/are pending in the application. 

□ Ciaimfs) 1_Lp — 1 .f. ^ , , i A -ta. l°l-M0 is/Ire withdrawn from consideration. 

Of the above, claim(s) ^/ * 1 is/are allowed. 

□ CJaim(s) ^ - — ~w -ta" — i s/are rejected. 

S^Claim(s) ; Q < ? "1^/are obiected to. 

□ aaim(s)_ — \&L±- a re sub ject to restriction or election requirement. 

□ Oaim(s) — 

Application Papers 

□ See the attached Nc*ce of Draftsperson's Patent Drawing Review. WM» ^ ^ ^ 

□ The drawing(s) filed on — . . b q approved □ disapproved. 

□ The proposed drawing correction, filed on _ 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

□ Acknowtedgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 

□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

(- l .oceived in Application No. (Series Code/Serial Number) . 

□ Z£ I £2* s* 8 e appifcation from me .ntemationa. Bureau (PCT Rule , 7.2(a)). 

•Certified copies not received: _ ■ : 

□ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e). 

Attachments) 



[TJ^Notice of Reference Cited, PTO-892 

□^formation Disclosure Statement(s), PTO-1449. Paper No(s). Jl/iB 

□ Interview Summary, PTO-413 

□ Notice of Draftperson's Patent Drawing Review. PTO-948 

□ Notice of Informal Patent Application, PTO-152 

-SEE OFFICE ACTION ON THE FOLLOWING PAGES- 



* U&GPO: 1095-404-496/40517 



PTOL-32S (R» 9/96) 
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DETAILED ACTION 



1 Applicant's amendment, filed 1/31/00 (Paper No. 24), is acknowledged. 
alL 1, 8, 13, 18, 23, 24, 27 and 28 have been amended. 

Claim 10 has been canceled previously. 

Claims 16-17 21-22, 25-26 and 29-45 have been withdrawn from further consideration by the 
examn^37 CFk 1.142(b), as being drawn to nonelected inventions. 

Claims 1-9, 11-15, 18-20, 23-24 and 27-28 are being acted upon presently. 

• f Titi. K TISC not included in this Action can be found in a prior Action. 
2. The text of those sections of Tide 35 USC no t "*«kko m ^ 

3 Formal drawings and photographs have ton submit which fai. to com* with 37 CFR 1.84. 
pSe see the form PTO-948 previously sent u, Paper No. 7. 

4 Uponreconsiderationof applicanfsa.er.ee! claims, »* 
rejeS under 35 U.S.C. 1 112, second paragraph, have been obvtated. 

, Uponreconsiderationofa^ 

rx^£££*z& x ~ lm ™ im M " would apply 10 

claims has been obviated. 

, CUhns 1-9, ,1-15, 18 f 2»4 f 
unpatentable over Queen et al. (U.S. 0 4 ation for Contributors for this Volume of 

15?: 6482-6489, 1993) and in ™£S set forth in Paper Nos. 7/12/20 

the Journal of Immunology essentially for the reasons 01 

inconience to applicant in this matter. 

Applicant's arguments, filed IfllflO (Paper No. 24), have been fuliy considered and are not found 
convincing essentially for the reasons of record. 

App ,ican. argues - conjunction L*»»^^SS^^^ 

evidence to create a presumption of publtc ^ated to male all materials 

tot the authors who publish in materials available for any purposes 

is improper. 
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However the record is clear that the hybridoma was available to others. It is clear that Lazarovits et 
However, ™ reui i 9 93Wepared the Act -1 antibody/hybridoma (see entire document, 

t i£ ^XZ^uLots, Antibodies)' Applicant a*nUs that the hybridoma 

^t^lH«««vits in the laboratory of Colvin and that the assignee LeukoSite, Inc. obtained 
rAcT^lnTmrough a licensing agreement with he General Hospital Corporate, employer of 
Srs ^d Colvin at the time the Act-1 was made (see page 12 of applicant's amendment). 

Applicant asserts that the record does not contain any evidence which indicates that the Act-1 
hvb^rwa made available to others or that the authors of the cited references were under any 
SlTto make the Act-1 hybridoma freely available to others at the time the inventus was made. 

However Lazarovits and Karsh, authors of (J. Immunol. 151: 6482-6489, 1993) and ^Lazarovits and 

antibodies, given the availability of the particular hybridoma; 

made of record the dates or conditions of obligations made by 
La^its i?^o?QW) P-r to applicant's filing date or at the time the invention was made. 

Aonlicant's argues in conjunction with the Landau Declaration under 37 CFR § 1.132 that the claimed 
humatrantSs ^ssesles unexpected properties, including unexpected pharmacokinetic and 
phamacodynamic properties, which make them unobvious. 

Applicant also argues in conjunction with Schwighoffer et al. J. Immunol. 151. 711-729 1993) that 
the^Suffkient expectation of success that the humanized Act-1 antibody could be used 
JSSSSSSic agent or that any advantage could be realized by producing a humamzed 

Applicant also argues that the prior art does not disclose the CDR amino acids sequences in the 



Act-1 

Al 

claims 



The strongest rationale for combining references is a recognition, expressly or impliedly in the prior 
art^K^^anvincing line of reasoning based on established scientific prmcples , or egal 
p^edtnt some advantage or expected beneficial result would have been produced by their 
combination. Tn r. Sernaker. 217 USPQ 1,5-6 (Fed. Cir. 1983). 

be obvious. F^axte^bjaya , 227 USPQ 58, 60 (Bd. Pat. App. & Inter. 1985). 

Applicant's reliance on unexpected results do ^!^^^S^S^ 
obviousness. Also - P^rH™n-Vicks Inc. v UmohnCo., 44 USPQ2d 1181 (CAhC v»» 
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applicant's convenience. 

tn teach ^ structure of the claimed antibody precludes the 
This proposition that the references failed to teach * e ™ f obviousness is contrary to a 

teaclmgstoreof from serving as <f^££SX£^ of making it. As pointed in BE 
body of law which holds ^ « P»** \™^™™Z* is nothing intrinsically wrong in the 

^plication of methodology m the reject on product dam* u Ues ^ me overall logic of 

particular facts of the case, the ^.^"^^Sidmi against the application of methodology 
L rejection. Nor does M «^ « » ^ ^perfect* acceptable to consider the method 
in rejecting product claimed deta g D ^ A o °^Xousness of the compound. In determining 
by which a compound is made m ^r^^^Uner of preparation of the composition 
obviousness, it is appropriate ^^^^^m^ between the claimed composition 
vis-a-vis the prior art, the structural «^"»^ * ties whic h would unobvious m view of *e 
and that of the prior art and 268 (CCPA 1966), the particular structure 

prior art. As noted in hireCofer, ^I^T^Za^ * determining obviousness under 35 USC 
or form of a chemical compound is an impo ^ te defined or described by 
103- but it is not the only consideration.. A compound may 
characteristics other than its chemical structure. 

* set forth in the prior art rejection; *e 
isolation of an antibody of interest ^^^^^ sequence), they are aware ft* it is 
chemical structure of an antibody ^^^^^^ and amino acids which code for the 
composed of established relatively unctengmg a ray ^ol nu ^ pro bes 

particular immunoglobulin. * m Pff tly ^ of interest. For examp e, one 

would have been able to isolate the V (variable) region before clomng, 

does not need to determine the ammo acid ^ence of a rea g^ ^ ^ 

as evidenced by Queen et al. . Similarly rattan appl. ^ has hed 

probes to identify and isolate the claimed antibod ' "P»«JJ , > ^ ification) . No 

upon a commercial kit to clone ^l^^^tc^ was made, provided to* one 
specific probes were required to isolate Act-1 me isolatio n of desired antibodies 

sheened for the desired biological properue and therefore structure, 

having high affinity and ««pl«W in the art at the time the clauned 

Immunoglobulin gene structure and organization were immunoglobulin variable regions 

Mention was made and "vLion was made, as were methods for 

genes were well established in the ■^^~^ vectoB containing DNAs encoding . 
the oroduction of DNA constructs comprising ex P resslon v * . , ti of me amino acid and nucleic 
SSbolm va " able ^ ^ ^Tt^i^^^n procedures of making 
^sequence is an outcome and ^^^^^SS^ time the invention was made to 
humanized antibodies enable the ability off * e me claim ed limitations mcludmg 

structures claimed. 
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The reject of record dearly se, W — . and a—^^^ l wn m 
deriving humanized „4p7-specffic anubod.es mcludmg toe Ml 1 anuno y 
ute prior art that humanized anybodies ,o am,gens o l * £™ uUr , y Mmm 18 -20>. 
including therapy as well as dragnost.es ^.^^ m Lento was made for the same 

» is noted that the clahned invention ap^wn . | £ » 

Agamaspomtedoulpr^^^^^ 

authors/investigators who made and ^^■J | J^ a ld ^ I 5^ the construction of the 
(Lazarovits et al., J. Immunol. 151 6482, 1993) nor rne ^ rf ^ ^ ^ 

"liable to others at the time the invention was made. 

Therefore, applicant, reliaoce upon .aiming discrete seonenoes for me r,4 P 7 Mct-l-specifc 
humanized anybodies are me. by the prior art teachmgs. 

Therefore, thecombmedr*e»^ 

the absence of evidence to the contrary. 

Applicant's arguments are not persuasive and the rejection is maintained 

7 No claim is allowed. 

, THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of ttae policy as se, 

forth in 37 CFR 1.136(a). action is set to expire THREE MONTHS from 

A shortened statutory period for reply to «hi .fad acuon is se P ^ rf ^ maUing 

the mailing date of this action. In the ^^^^Z the end of the THREE-MONTH 
date of this final action and the advisory act™ a ire on me date the advisory action 

shortened statutory period, then the shorten* 1 stamtory ^ from me availing date of 

MONTHS from the mailing date of this final action. 
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9. Any inquiry concerning this communication or earlier communications from the examiner should be 
directed to Phillip Gambel whose telephone number is (703) 308-3997. . The examiner can normally be 
reached Monday through Thursday from 7:30 am to 6:00 pm. A message may be left on the examiner's 
voice mail service. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Christina Chan can be reached on (703) 308-3973. Any inquiry of a general nature or 
relating to the status of this application should be directed to the Technology Center 1600 receptionist 
whose telephone number is (703) 308-0196. 

Papers related to this application may be submitted to Technology Center 1600 by facsimile 
transmission. Papers should be faxed to Technology Center 1600 via the PTO Fax Center located in 
Crystal Mall 1. The faxing of such papers must conform with the notice published in the Official 
Gazette, 1096 OG 30 (November 15, 1989). The CM1 Fax Center telephone number is (703) 305-3014. 



Phillip Gambel, PhD. 
Primary Examiner 
Technology Center 1600 
April 3, 2000 



